BoY TE CONG HOA XA HOI CHU NGHTA VIET NAM

CUC QUAN LY DUQC Poc 1ap - Tw do - Hanh phc
S6: £53 /Qb-QLD Ha N6i, ngay£3 thang”onam 2019
QUYET BINH

Ve viéc ban hanh danh muc 253 thudc nuéc ngoai
dwoc cap gidy dang ky lvu hanh tai Viét Nam - Bot 104

CUC TRUONG CUC QUAN LY DUQC

Can cr Luat Dwoc s6 105/2016/QH13 ngay 06/4/2016;

Can ct Nghi dinh s& 75/2017/ND-CP ngay 20/6/2017 cta Chinh phd quy dinh
chirc nang, nhiém vu, quyén han va co cdu to chirc clia BO Y té;

Can ct Quyét dinh s6 7868/QD-BYT ngay 28/12/2018 clia Bo trwédng BO Y té
quy dinh chirc ndang, nhiém vu, quyén han va co cdu to chirc clia Cuc Quan ly Duoc
thudc BO Y t€;

'Can clr Thong tw s6 32/2018/TT-BYT ngay 12/11/2018 cla B trwdng BO Y té
quy dinh viéc dang ky lvu hanh thudc, nguyén liéu lam thudc;

Can civ y kién cla HOi dong tu van cap gidy dang ky luvu hanh thu6c, nguyén
liu lam thudc - BO Y t€;

Xét dé nghi cla Trwdng phong Bang ky thudc - Cuc Quén ly Duoc,

QUYET DINH:

biéu 1. Ban hanh kém theo Quyét dinh nay danh muc 253 thuéc nwéc ngoai
duoc cap gidy dang ky luu hanh tai Viét Nam - Dot 104, bao gom:

1. Danh muc 220 thu6c nwéc ngoai dwgc cap gidy dang ky lwu hanh hiéu luc
05 nam - Dot 104 (tai Phu iuc I kem theo).

Céac thudc tai Danh muc nay c6 s dang ky véi ky hiéu VN-...-19 va hiéu luc
05 nam ké tir ngay ky ban hanh Quyét dinh nay.

2. Danh muc 33 thudc nwdc ngoai duoc cap gidy dang ky lwu hanh hiéu luc
03 nam - Dot 104 (tai Phu luc Il kem theo).

Céc thu6c tai Danh muc nay cé s6 dang ky v6i ky hiéu VN3-...-19 va hiéu
lyc 03 nam ké tlr ngay ky ban hanh Quyét dinh nay.

Diéu 2. Co s¢ san xuéat va co s¢ dang ky thudc cd trach nhiém:

1. Cung cép thudc vao Viét Nam theo ding cac ho so tai liéu dd dang ky voi
B0 Y t€ va phai in s6 dang ky duwoc BO Y té Viét Nam cép 1én nhan thudc.

2. Chép hanh day du phap luat cia nuéc CHXHCN Viét Nam va cac quy
dinh cla B0 Y té vé& nhap khau thudc va luu hanh thude tai Viét Nam, néu cé bat clr
thay doi gi trong qua trinh Ivu hanh thudc & nudc sé tai va & Viét Nam thi phai bao
cao ngay cho Cuc Quan ly Duoc - BO Y té Viét Nam.

3. Thuc hién viéc cap nhat tiéu chuan chat lwvong cta thudc theo quy dinh tai
Thong tv s6 11/2018/TT-BYT ngay 04/5/2018 cla BO trwéng Bo Y té quy dinh vé
chat lvong thudc, nguyén liéu lam thudc.

4. C6 trach nhiém thwc hién, phoi hop véi co s& nhap khau thwc hién theo
cong van sd 5853/QLD-CL ngay 19/4/2019 clia Cuc Quan ly Dugc vé viéc kiém tra



chat lwvgng nguyén liéu lam thuéc nhém sartan ddi voi cac thude thuéc danh muc tai
Piéu ! cé chira dwoc chat thudc nhém sartan.

5. Cap nhat nhan thudc va to hudng dan st dung thudc theo quy dinh tai
Théng tu O1/2018/TT-BYT ngay 18/01/2018 clia B trwéng BO Y té quy dinh ghi
nhan thudc, nguyén liéu lam thudc va to hwdng dan st dung thudc theo hinh thirc
thay doi, bd sung gidy dang ky luu hanh thuéc quy dinh tai Théng tw 32/2018/TT-
BYT ngay 12/11/2018 clia B0 truéng BO Y té d6i véi thubec chwa cap nhat ndi dung
nhan thudc, to huéng dan st dung thudc theo quy dinh tai Thong tw 01/2018/TT-
BYT ngay 18/01/2018 clia BO trwdng Bo Y t€, cu thé nhu sau:

a) Boi v6i thubec thudc danh muc thubc doc va nguyén liéu doc lam thubc
theo quy dinh tai Théng tv 06/2017/TT-BYT ngay 03/5/2017 cla B6 truéng Bo6 Y
t€ vé viéc ban hanh danh muc thudc doc va nguyén liéu doc lam thudc: chi duoc luu
hanh sau khi dwgc Cuc Quéan ly Dugc phé duyét ni dung cap nhat nay.

b) DG6i voi cac thube khac phai thuc hién viéc cap nhat nay trong thoi han 06
thang ké tir ngay dwoc cap gidy dang ky luu hanh.

6. PhGi hop voi cac co s diéu tri dé thuc hién theo ding cac quy dinh hién
hanh vé thudc ké don, theo ddi an toan, hiéu qud, tac dung khéng mong muén cla
thudc trén nguoi Viét Nam va téng hop, béo céo theo diing quy dinh hién hanh moi
06 thang mét lan vé Cuc Quan ly Duwgc - BO Y té Viét Nam ddi voi cac thude thudc
Phu luc Il ban hanh kém theo Quyét dinh nay (s6 dang ky c6 ky hiéu VN3-.....-19).

Doéi véi thube Acriptega (STT 27, s6 dang ky VN3-241-19) tai Phu luc Il
kem theo Quyét dinh nay, co s diéu tri thudc phai dong thoi thuc hién viéc bao céo
tinh an toan hiéu qua cua thubc trong qua trinh s dung vé Cuc phong chdng
HIV/AIDS - BO Y te.

7. Co s& dang ky phai dam bao duy tri diéu kién hoat dong cla co s dang ky
trong thoi gian hiéu luc cla gidy dang ky lwu hanh thudc, nguyén liéu lam thudc.
Trong truong hop khéng con dap tng da diéu kién hoat dong, co s& dang ky phai cé
trach nhiém thuc hién thay doi co s& dang ky theo quy dinh tai Thong tw sO
32/2018/TT-BYT ngay 12/11/2018 cua B truéng BO Y té trong thdi han 30 ngay
ké tlr ngay co s& dang ky khong con dd diéu kién hoat dong.

8. BAi vdi cac thudc ban hanh kem theo Quyét dinh nay va thudc danh muc
thu6c diéu tri bénh viém gan c, co s& phai giri mau thudc kém theo chét chudn doi
véi 03 16 nhap khau dau tién dé Vién kiém nghiém thudc Trung Uong hodc Vién
kiém nghiém thudc Tp. H6 Chi Minh kiém tra theo tiéu chuan chét lvong da dang
ky, chi dwoc lvu hanh sau khi két qua kiém nghiém dat yéu cau.

Diéu 3. Trong vong 03 thang ké tlr ngay ky ban hanh Quyét dinh nay, céc
thudc dudi day phai phai bo sung cac ho so, tai liéu theo quy dinh tai Thong tw 6
32/2018/TT-BYT ngay 12/11/2018 ctia B0 trwdng Bo Y té€ va chi dugc nhap khéu,
lvu hanh sau khi dwgc Cuc Quan ly Duwgc phé duyét ndi dung nay. Sau thoi han
trén, néu co s& khong bo sung ho so, Cuc Quan ly Duoc sé xem xét thu hoi giay
dang ky lvu hanh da cép, cu thé:

1. Thudc Assogem (STT 15, s6 dang ky VN3-230-19) va Assogem (STT 16,
s6 dang ky VN3-231-19) tai Phu luc Il kém theo Quyét dinh nay:

Yéu ciu b6 sung hd so hanh chinh, mau nhan, t& hwdng dan st dung thube
vOi han dung thdng nhat la 24 thang.



2. Thubc Imatig (STT 31, s6 dang ky VN3-246-19) tai Phu luc Il kém theo

Quyét dinh nay:
Yéu cau bd sung tai liéu dé lam rd va thong nhat théng tin hanh chinh vé dia

chi co s& san xuét.
Diéu 4. Quyeét dinh co hiéu luc ké tir ngay ky ban hanh.

Diéu 5. Giam ddc S& Y t€ cac tinh, thanh phd truc thudc trung uong, giam
doc nha san xudt va co s¢ dang ky c6 thudc tai Diéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhan: cuc TRUONG
- Nhv Biéu 5;

- Bo trwdng Nguyén Thi Kim Tién (d€ b/c);

- TT. Trwong Quéc Cuong (dé b/c);

- Cuc Quan Y - B6 Qubc phong, Cuc Y té - Bo Cong

- Cuc Y té Giao thong van tai - BO Giao thong van tai;

- Tong cuc Hai quan - BO Tai chinh;

- Bao hiém Xa hoi Viét Nam;

-Vu Phép ché, Cuc Quan ly Y, Dugc co truyén, Cuc
Kham, chita bénh - BO Y t€, Thanh tra B6 Y t&; Cuc
chéng HIV/AIDS;

- Vién KN thuéc TW, Vién KN thuéc TP. HCM;

- Tong Cong ty Duoc VN;

- Céac Cong ty XNK Duoc pham;

- Céc Bénh vién & Vién c6 giuvdng bénh truc thuéc BO Y té;
- Website ctia Cuc QLD, Tap chi Dugc & MP - Cuc QLD;

- Luu: VT, KDD, BKT (10).



BOYTE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DuQC Poc lap - Tw do - Hanh phuc

Phu Iug | .
DANH MUC 220 THUOC Nwoc NGOAI
PUQOC CAP GIAY PANG KY Luwu HANH HIEU Luwc 05 NAM - BOT 104

(Ban hanh kém theo quyét dinh s6: E.53...../QD-QLD, ngay”../A07./2019)

1. Céng ty dang ky: Abil Chempharma Private Limited (B/c: A-301, Kailas Tower, N.s. Phadke
Marg, BehindS.T.C. Colony, Andheri (West), Mumbai - India)

1.1 Nha s&n xuat: Acme Formulation Pvt. Ltd. (B/c: Ropar Road, Nalagarh, Dist. Solan H.p.
174101 - India)

Hoat chat chinh - Dang bao Tubi  Tieu Quy cach

8 0 " S6 dang ky
STT Tén thuoc Ham luong ché tho chuan déng goi 9
I Adenaiil-100 Sildenaiil (du¢i Viénnénbao 24 NSX Hop!lviX4 VN-22271-19
dang Sildenaiil phim thang vién

citrat) 1I00mg

2. Cong ty dang ky: Accord Healthcare Limited (B/c: Ground Floor, Sage House, 319 Pinner
Road, North Harrow, Middlesex HAI 4HF - Anh)

2.1 Nha san xuat: Intas Pharmaceuticals Ltd (B/c: PlotNo. 457, 458, Village-Matoda, Bavla
Road, Tal.-Sanand, Dist.-Ahmedabad-382210 - India)

Hoat chat chinh - Dangbao Tubi Tiéu  Quy cach

8 6 . S6 dang ky
STT Ten thuoc Ham lwong ché tho chuén dong goi 9
2 Losartas-HT Losartan Kali 50mg; Vién nénbao 36 USP40 HOp 10viX 10 VN-22273-19
Hydrochlorothiazid phim thang vién
12,5mg
3 Oliza-10 Olanzapin 10mg Viénnén bao 24 USP39 Hop 25 vi X 4 VN-22274-19
phim thang vién
4 Oliza-5 Olanzapin 5mg Viénnénbao 24 USP39 HOp 10viX 10 VN-22275-19
phim thang vién

2.2 Nha san xuat: Intas Pharmaceuticals Ltd (B/c: Plot Numbers 457 and 458, Sarkhej-Bavla
Highyvay, Matoda, Sanand, Ahmedabad, Guiarat, In-382210 - India)

Hoat chat chinh -  Dangbao Tubi Tigu  Quy cach

STT Tén thudc Ham luong ché tho chuén déng goi

S6 dang ky

5 Intagra 50 Sildenaiil (duéi Vién nén 24 NSX Hoplvix4 VN-22272-19

Trang |



4t chinh - 30 Tudi Tie A o ax .
STT Tén thusc Hoat chat chinh Dang bao Tiéu Quy cach S5 dang ky

Ham lwong ché tho chuén dong goi
178 Depo-Medrol Mbi ml chira: Hon dich 36 NSX Hop!lo VN-22448-19
Methylprednisolon  tiém thang
acetat 40mg

103. Cong ty dang ky: Pharmaceutical Works Polpharma S.A. (B/c: Pelplinska 19, 83-200
Starogard Gdcin'ski - Poland)

103.1 Nha san xuat: Warsaw Pharmaceutical Works Polia S.A. (B/c: Karolkoyva 22/24, 01-207
Warsaw. - Poland)

Hoat chat chinh - Dang bao Tubi Tigu  Quy cach S6 ding ky

STT Tén thudc Ham luong ché tho chuén dong goi

179 Plofed 1% Propoiol 10mg/ml  Nhi tuong 24 NSX HOp5lo20ml  VN-22457-19
tiém hodc  thang
tiém truyén

104. Cdng ty dang ky: Pharmaunity Co., Ltd (B/c: 74, Sejong-daero, Jung-gu, Seoul - Korea)

104.1 Nha san xudt: Dae Han Nevv Pharm Co., Ltd. (B/c: 66, Jeyakgongdan 1-gil,
Hyangnam-eup, Hxvaseong-si, Gyeonggi-do - Korea)

Hoat chat chinh - Dangbao Tubi Tiéu  Quy cach

. N L i S6 dang ky

STT Tén thuoe Ham luong ché tho chudn  dong goi gy

180 Mianitax Nimodipin Dung dich 36 BP Hép 1 lo VN-22458-19
10mg/50ml tiém truyén thang 2016

104.2 Nha san xuat: Hankook Korus Pharm. Co., Ltd. (B/c: 78, Daepungsandan-ro,
Daeso-myeon, Eumseong-gun, Chungcheongbuk-do - Korea)

Hoat chat chinh - Dang bao Tudi  Tiéu Quy cach

e 6 S6 dang ky
STT Tén thude Ham luvgng ché tho chuén déng géi 9xy
181 Zinhepa Inj. Ceipirome (du6i Bétphatiém 36 NSX Hop 10 lo VN-22459-19
dang Cefpirome thang
sulfate) Ig

104.3 Nha san xudt: Il Yang Pharm Co., Tld (B/c: 110, Hagal-ro, Giheung-gu, Yongin-si,
Gyeonggi-do - Republic ofKorea)

Trang 41
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22. Cong ty dang ky: SRS Pharmaceuticals Pvt. Ltd. (B/c: 601-605, Marathon Max BldgNo.2,
Mulund Goregaon Link, L.B.S Marg, Mulund West, Mumbai, Maharashtra, Pin 4000 080 - India)

22.1 Nha san xuat: Immacule Lifesciences Pvt. Ltd (B/c: Viil. Thanthewal, Ropar Road,
Nalaagarh, Didtt. Solan, HP. 174101, india -)

i X
A » Hoat chét chinh - Dang bao Tudi Tieu Quy cach S§ dang kY
STT Teén thuoc Ham lwgng ché tho chudn  dbng goi 9
31 Imatig Tigecyclin 50mg Bot dong 24 USP39 Hop 1 lg VN3-246-19

kho pha tiém thang

23. Cong ty dang ky: Stragen Pharma SA (B/c: Chemin du Pré-Fleuri 3, 1228 Plan-les-Ouates -
Switzerland)

23.1 Nha san xuat: Haupt Pharma Munster GmbH (B/c: Schleebruggenkamp 15, 48159
Munster - Germany)

. . Hoat chat chinh - Dang bao Tudi Tiéu Quy céach S5 dsna kv
STT Ten thuoe Ham luvong ché tho chudn  dbng goi 9
32 Ridne-35 Cyproteron acetate  Vién nén 36 NSX Hoplvi 21 VN3-247-19
2mg; thang vién
Ethinylestradiol
35mcg

24. Céng ty dang ky: Sun Pharmaceutical Industries Limited. (B/c: UB Ground, 5 & AMP; 6th

fioors, Sun House, CTS No. 201, B/I, Ram Nagar, Western Express Highway, Goregaon East,
Mumbai, 400063, Maharashtra - india)

24.1 Nha s&n xuat: Sun Pharmaceutical Industries Ltd. (B/c: Village Ganguyvala, Paonta.
Sahib-173025, District Strmour, Himachal PradesiT - india)

) . Hoat chat chinh - Dangbao Tubi Tigu  Quy cach S5 dang kv
STT Ten thuoe Ham lugng ché tho chudn  déng goi 9
33 Avocomb Tablets Lamivudine 150mg; Viénnénbao 24 NSX Hop ! chai 60 VN3-248-19
Zidovudine 300mg phim thang vién
cuc TRUONG

U Tudn Cuong



BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Déc 1ap — Tw do — Hanh phiic
S6: {61 /4 IQLD-PK Ha N§i, ngay 33 thang 4 niim 2020
V/v dinh chinh théng tin trong :
Quyét dinh c4p gidy PKLH

Kinh gtri: C4c co s¢ ding ky c6 thube duoc dinh chinh.

Cuc Quan ly Duge nhin duoc cong vin clia cac co s¢ ding ky thubc dé
nghi dinh chinh théng tin trong cac Quyét dinh cap gidy ding ky luu hanh cta
Cuc Quén Iy Dugc.

Cin ctr hd so ding ky thuoc lyu tai Cuc Quén 1y Duogc, Cuc Quan ly
Dugc thong bdo dinh chinh mét s§ ndi dung trong cac Quyét dinh cip gidy ding
ky Iuu hanh d6i véi cac thude tai Danh muc dinh kém.

Cuc Quan Iy Duge théng bao dé cac don vi biét va thuc hién./.

Noi nhin: KT. CUC TRUONG
- Nhu trén; 1 —=RY 0] CcucC TRUONG
- Quyén B9 truong (dé b/c); )

- Thir truong Truong Quoc Cudng (de bic);
- Cuc trudng (dé b/c);

- Cuc Quén Y- Bo Quéc Phong; Cuc Y té- Bo Céng An;
Cuc Y té Giao théng van tai- B§ GTVT;,

=« SYT céc tinh, TP truc thude TU;
- Céc bénh vién, Vién cé giudng bénh truc thude Bo Y té;
- Bao hiém X3 hoi Viét Nam;

- Téng cuc Hai quan — B¢ Tai chinh;

- Vign KN thuéc TU; Vién KN thudc TP. HCM;

- Téng cong ty duge Viét Nam;

- Céc cong ty XNK duoc phim;

- Cuc QLD: P.QLKDD; P.QLCLT; P.PCTTra; Website Cuc;
- Luu: VT, BKT (04 ban).



CUC QUAN LY DUQC
PHONG PANG KY THUOC

CONG HOA XA HQI CHU NGHIA VIET NAM
Doc lap - Tu do - Hanh phic

DANH MUC 64 THUOC PUQC PINH CHINH THONG TIN
TRONG QUYET PINH CAP GIAY PANG KY LUU HANH
(Kem theo Cong viin 56 (944 /OLD-DK ngay )3 / 40 /2020 ciia Cuc Quan I Dugc)

k £ Co sé A Sé Ngay N¢i dung e b ool el b T :
STT Tén thuoc ding ky 56 diang ky Ouyét dinh | Quyétdinh | dinh chinh Thong tin di ghi Thong tin dinh chinh
Van phong: 9-19,
Shimoshinjo 3-chome,
9-19, Shimoshinjo 3- Higashiyodogawa-ku,
1| Alegysal Pharmaceutical | VN-17584-13 | 419/D-QLD | 27/12/2013 | Pif ohi Cost | chome S ko o
ceysa i ?'H;?ce;j tg“a san xuat Higashiyodogawa-ku, | Noto: 2-14, Shikinami,
sk ke : Osaka 533 8651, Japan | Hodatsushimizu-cho,
Hakui-gun, Ishikawa,
Japan
16, Dumeori-gil, 16, Dumeori-gil,
Dia chi Co s¢ | Yanggang-myeon, Yanggam-myeon,
Aluantine Saint sdn xuat Hwaseong-si, Hwaseong-si, Gyeonggi-
i X - 7/3/2018 .
2 Tablet Compumion VN-21118-18 | 173/QD-QLD | 2 Gyeongelodn P
Ham luong 500 500 mg
Sanofi-Aventis 1, rue de la Vierge - 1, rue de la Vierge -
» ) DPia chi Co sé | Ambares et Lagrave - Ambarés et Lagrave -
3 | Aprovel Singapore Pte. VN-16719-13 | 184/QD-QLD 5/7/2013 s 33565 Carbon %lanc 33565 Carbon gBlanc
Lid. Cedex, France Cedex, France
) Tén thube Arcalion 200 Arcalion 200 mg
4 | Arcalion 200 | LS Laboralores | vy 5540619 | 653/QD-QLD | 23/10/2019 [ (oui cach Hop 1 lo 30 vién nén bao

Servier

dong goi

Hop 2 vix 15 vién

duong




Quy cach
dong goi

Hop 5 vix 10 vién

Hop 4 x (5 vix 10 vién)

Dia chi Co s&

Unit I, Village
Bhatauli Kalan, Baddi,

Unit-II, Village Bhatauli

Lil.s. e , Kalan, Baddi, Dist. Solan
37 | M-Cam 15 LABORATOR | VN-22205-19 | 437/QD-QLD | 24/7/2019 | sanXuat Dist. Solan (HP) (H.P.) — 173 205, India
Y LI, BART 173205, India 3 ?
Unichem Bhavan, Unichem Bhavan,
Dia chi Co so | Prabhat Estate, S.V. Prabhat Estate, Off S.V.
ding ky Road, Jojeswari (West) | Road, Jogeshwari (West)
Mumbai 400 102, India | Mumbai — 400 102, India
Quy cach £ 2 4 5 ; o
dbng gbi Hop 5 vix 10 vién Hop 4 x (5 vix 10 vién)
Unit I, Village . : .
LB.S Dia chi Co s¢ | Bhatauli Kalan, Baddi, LG Vl]l?ge Bhataull
S i Z Dist. Solan (HP) Kalan, Baddi, Dist. Solan
38 | M-Cam 7.5mg | LABORATOR | VN-22484-19 | 653/QD-QLD | 23/10/2019 | san Xuat 15k . (H.P.) — 173 205, India
Y LTD., PART. 173205, India s ’
Unichem Bhavan, Unichem Bhavan,
Dia chi Co s& | Prabhat Estate, S.V. Prabhat Estate, Off S.V.
ding ky Road, Jojeswari (West) | Road, Jogeshwari (West)
Mumbai 400 102, India | Mumbai — 400 102, India
Mieanome Céng ty cb phan
39 | 40me Gastro= | g0 bhim VN-22239-19 | 651/QD-QLD | 23/10/2019 | Dang bao ché | ¥ion nang khang acid | Vién nang cing chia
resistant da day pellet khang acid dich vi
Tenamyd
capsules
Cong Ty Cod Céch ghi dia | Gounari 23 & Areos, 23 Gounari & Areos str,
40 | Merovia Phan Duoc VN-22064-19 | 437/Qb-QLD 24/7/2019 chi'cor sd san | Kamatero Attiki, Kamatero Attiki, 13451,
Phim EMA xuat 13451, Greece Greece
41 | Mianifie PHARMAUNIT |+ 2545819 | 653/QD-QLD | 23/10/2019 | Ténthuéc | Mianifax Mianifax Inj.

YO, LI,
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L0 whik Hép 1 lo 100ml Hép 1 chai 100ml
dong goi
Gracure
Unafen Pharmaceuticals | VN-21873-19 | 164/QD-QLD | 20/3/2019 251-254, IInd Floor, 251-254, Iind Floor, DLF
Ltd. Dia chi dang | DLF Tower, 15 Shivaji | Tower, 15 Shivaji Marg,
ky Marg, New Dehli, West | New Delhi, West Delhi
Delhi DL 110015 DL 110015
Con TNHH Céch ghi dia ; Davutpasa Cad., No:145,
Zotapet Duor% ;yhfam VN-19835-16 | 433/QD-QLD | 5/9/2016 | chico s& san 340110/ Topkap/Istanbul | 3441 6"Topkapi, Istanbul,
125mg/5ml Nhét Anh XUuat Turkey Turkey

KT. CUC TRUONG




Phu lucl

DANH SACH CO' SO’ SAN XUAT THUOC, NGUYEN LIEU LAM THUOC TAI NUO'C NGOAI PAP (NG GMP

Dot 29
( Kém theo cong vinsé 8346 /QLD-CL ngay 28 /(7 /2023  ctia Cuc Qudn ly Dworc )
stt| 2 |ber TS PIA CHI PHAM VI CHG’'NG NHAN NGUVEN | GIAY CH, |NGAY legrY CO’ QUAN CAP
cc XUAT : : - TACGMP| NHAN | CAP | .
1 |2446| AT- [Sandoz GmbH - Biochemiestrasse (hodc  |* Xu&t xwéng thudc vé trung. EU-GMP [INS-481922- Austrian Federal Office
005 |Betriebsstatte / |BiochemiestraRe) 10, * Xuat xudng thudc cdng nghé sinh hoc. 100971496- for Safety in Health Care
Manufacturing 6250 (or A-6250, or AT- 17550640 ~ <
Site 6250) Kundl, Austria (2/2) S S
Biotechnology g g
—
Drug Substance %' E;I'
Kundl (BT DSK)
(Cach ghi khac:
Sandoz GmbH)
2 | 2447 | BE- |Besins Groot Bijgaardenstraat * Thudc khdng v trung: EU-GMP [BE/GMP/20 Federal Agency for
006 [Manufacturing 128, Drogenbos, 1620, + Dang bao ché ban rén (thudc kem, thudc md, thudc gel) chira hormon; 22/017 ~ " Medicines and Health
Belgium SA Belgium + Chérng nhan xuit xwéng S S |Products, Belgium
o~
(Céch ghi khac: *DPéng goi: S g
~ . A N . ~ . < . -
Besins +Ddng goi cap 1: Vién nang mém chita hormon; Thudc ban ran chira hormon. &b ﬂ
Manufacturing +Ddng gai cap 2. ©
Belgium) * Kiém tra chat lvgng: Héa ly/Vat ly.
3 | 2448 BE- |Laboratoires Avenue Thomas Edison * Thudc khéng vé trung: Vién nang cirng; thudc dung ngoai dang 16ng; thubc udng dang 16ng; thubc bdt; vién nén, vién nén bao phim. EU-GMP [BE/GMP/20 Federal Agency for
014 [Pharmaceutiques |32, Thines, 1402, Belgium | + Xuat xwdng thudc khéng vé trung. 22/116 Medicines and Health
Trenker * Pong goi: ] ¥ |Products (FAMHP),
+Ddng g6i so cap: Vién nang clrng; thudc dung ngoai dang 16ng; thudc udng dang 1dng; thudc bdt; vién nén, vién nén bao phim. 8 8 Belgium
+Dong goi thir cap. $ ';
* Kiém tra chat lwgng: Vi sinh (khong vo trung); Héa hoc / Vat ly. 3 S
4 | 2449 CA- |Sanofi Pasteur 1755 Steeles Avenue * Thudc dang hdn dich. Canada- (79640 ~ o Health Products
007 |Limited West, Toronto, Ontario,  |* San phdm cu thé: Han dich tiém Adacel (Vic xin Bach hdu, Udn vén, Ho ga vo bao). GMP S S |Compliance Directorate,
o~ o~
Canada, M2R 3T4 (twong <+ < [Canada
o o
duwong EU- =N o
- i
GMP)
5 | 2450 CA- |Apotex Inc. 150 Signet Drive, Toronto, |San xuat ban thanh pham (khong bao gdm céng doan déng géi) va kiém nghiém: Vién nén, vién nén bao phim, vién nang. Canada- |80653 ~ " Health Products
008 Ontario, M9L 1T9, Canada GMP = S |Compliance Directorate,
(twong ; 2 Health Canada
IS} <]
duong EU- o %
GMP) ~ T
6 | 2451 CA- |Apotex Inc. 4100 Weston road, Doéng gdi va dan nhan: Vién nén, vién nén bao phim, vién nang. Canada- (80654 ~ " Health Products
009 Toronto, Ontario, MOL GMP S S [Compliance Directorate,
2Y6, Canada (twong E 2 Health Canada
o o
duong EU- o0 0
o~ o~
GMP)
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- P & e 1o | NGAY
ID TEN CO’ SO’ SAN ; - A NGUYEN | GIAY CH. |[NGAY =, e
STT cc ID CT XUAT PIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN cAp l:li'; CO' QUAN CAP
40 | 2485| IT- [SanofiS.R.L. (tén |S.S.17 Km 22 - 67019 * ThuSc khdng vé trung: Vién nang mém; Vién nén, vién nén bao phim, vién nén bao dwdng va vién nhai (bao gdm ca thudc chira hormon EU-GMP [IT/123/H/20 Italian Medicines
016 |cli: SanofiS.P.A.) [Scoppito (AQ), Italia Corticosteroid); ban thanh phdm cém. 22 Agency (AIFA)
* Thu6c dugc liéu: vien nang mém; vién nén. ] 0
* Pong goi: g 8.
+Déng gbi so cap: vién nang cirng; vien nang mém; vién nén (thudc chira hormon hodc chat cé hoat tinh hormon); ban thanh pham com. S ”o?
+Déng gai thir cap. S Q
* Kiém tra chat luwgng: Vi sinh (khéng vé trung), Hoa ly.
41 | 2486| IT- [Dompe' Via Campo di Pile (loc. * ThuSc khdng vé trung: Thudc bot, thube cém; EU-GMP (IT/10/H/202 Italian Medicines
072 [Farmaceutici Zona Industriale), 67100  |* Xu&t xudng thudc khdng vo trung. 3 - »  |Asency (AIFA)
S.P.A. L'Aquila (AQ), Italy * Xuat xuwéng thudc cong nghé sinh hoc (thudc san xuét vé trung: dung dich thé tich nhé chira protein/DNA tai t& hop). S =
* Dong goi: g g
+Ddng gdi so cap: Thubc udng dang 16ng; Thudc bot, thude cdm. & &
e — —
+Dong gdi thir cap.
* Kiém tra chét lwgng: Vi sinh (khong vé trung); Héa hoc/Vat ly; Sinh hoc.
42 (2487 JP- |Astellas Pharma [180 Ozumi, Yaizu-shi, * S3n pham: XOSPATA film coated tablet (Gilteritinib fumarate 44,2mg/ Gilteritinib 40mg) Japan- |GMP: 760 o < Ministry of Health,
051 (Inc. Yaizu Shizuoka 425-0072, Japan GMP Bao céo a S [Labour and Welfare
Technology (twong [thanh tra: E :" (MHLW), Japan
- i
Center duong EU- (2230108000 ,5' ,8'
GMP) |709
43 | 2488 KR- [WhanInPharm. |50-Gongdan-ro, Anseong- |Vién nén; vién nén bao phim; vién nén phan tan trong miéng; vién bao duwdng; vién nén gidi phdng kiém soat, vién nén gidi phéng kéo dai, vién PIC/S-GMP|2023-D1- ~ wn» |Gyeongin Regional
005 (Co., Ltd. si, Gyeonggi-do, Korea nén giai phong duy tri; vién nang cirng. 0349 § § Office of Food and Drug
S o |Safety, Korea
o 0
o~ o
44 | 2489| KR- |Korea Pharma 87 Jeyakgongdan 3-gil, * ThuBc udng dang ran: Vién nén (bao gdm: vién nén, vién nén bao dudng, vién nén bao phim, vién nén nhai, vién nén dit am dao, vién néntan | PIC/S-GMP [2022-D1- ~ " Gyeongin Regional
014 |Co., Ltd Hyangnam-eup, trong miéng, vién nén giai phdng kéo dai, vién nén bao tan & rudt); vién nang cirng; thuéc bét. 1549 S S |Office of Food and Drug
Hwaseong-si, Gyeonggi-  |* Thudc udng dang Iéng: dung dich uéng. g g Safety, Korea
v 3 ~ < A . = . . -
do, Republic of Korea * Thudc dung ngoai dang 16ng: Thudc dung ngoai dang dung dich; hon dich (Lotions). ~ &
s . - - i
* Thu6c m&: thude kem.
45 |[2490| KR- [Dae Han New 66 Jeyakgongdan 1-gil, * ThuBc udng dang ran: Vién nén (vién nén khang bao, vién nén bao phim); Vién nang cirng. PIC/S-GMP|2023-D1- Gyeongin Regional
m wmn
033 |Pharm. Co., Ltd.  |Hyangnam-eup, * Thudc tiém: Dung dich tiém truyén; Dung dich tiém; ThuSc bot déng kho pha tiém. 0617 S S |Office of Food and Drug
o~
Hwaseong-si, Gyeonggi- g : Safety, Korea
-
do, Republic of Korea g! %'
46 |2491| KR- [HKinno.N 811 Deokpyeong-ro, * Thudc sinh hoc: Thudc tiém (vac xin, sdn pham tai t6 hop DNA) PIC/S-GMP|2023-D1- " © |Gyeongin Regional
044 |Corporation Majang-myeon, Icheon-si, 0606 § § Office of Food and Drug
Gyeonggi-do, Korea 3 o |safety, Korea
© 0
o —
47 | 2492 KR- [Suheung Co., Ltd. |61 Osongsaengmyeong- |* ThuSc khong vo trung: Vién nang mém; Vién nang cirng. PIC/S-GMP|2023-G1- Daejeon Regional Office
049 ro, Osong-eup, 0636 " © of Food & Drug Safety,
Heungdeok-gu, Cheongju- = S [Ministry of Food & Drug
o~ o~
si, Chungcheongbuk-do, < ~ |Safety, Korea
. o o
Republic of Korea S A
— o~
48 |2493| KR- |Bcworld 77, Sinpyeong-ro, Jijeong- |* ThuSc vo trung: thudc bot pha tiém chira carbapenem. PIC/s-GMP [2023-B1- o n |Seoul Regional Office of
106 |Healthcare Co., |myeon, Wonju-si, * Kiém tra chat lwong: Héa hoc/Vat ly; Vi sinh (khéng vé trung); Vo trung 0100 § § Food & Drug Safety,
Ltd Gangwon-do, republic of @ S |Korea
Korea Q 5
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BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc 1ap - Tu do - Hanh phuc
(B6 phan mot cira) Ngay 01 thang 11 nam 2019
Sb: 2959¢/QLD-GT

) X X PHIEU TIEP NHAN i
HO SO KE KHAI/KE KHAI LAI GIA THUOC/THAY POI, BO SUNG THONG TIN
1. Co s6 ké khai: CONG TY CO PHAN TAP POAN DUQC PHAM VA THUONG MAI SOHACO
Dia chi: S6 5 Lang Ha, Phuong Thanh Cong, Quan Ba Pinh, Thanh phé Ha Noi, Viét Nam
Pién thoai: 024 7304 611

2. Loai ké khai gia: Lan dau K@ khai lai
Thudc nude ngoai khi nhap khau |T|

Thudc san xut trong nudc |:|

Thubc dé nghi thay d6i/bd sung thong tin

3. S0 vin ban ké khai/ké khai lai/thay déi, b6 sung: 93-19/KKG-SOHACO
4. Thong tin thuoc ké khai, ké khai lai:

Tén thudc GPL HS/% PNK Nan%ﬁﬁ;g}lﬁm ngzgcgg? Co s6 san xuit - Nwéc san xuét
Mianifax VN-22458-19 |50ml Lo Dae han New Pharm Co., Ltd - Han
Quoc
5. Danh muc hd so:
Béng ké khai/ké khai lai gi4 thudc/Van ban dé nghi thay doi, bé sung thong tin
Tai li¢u khac (Ghi rd):
Ghi chu:

- Phiéu tiép nhan nay chi c6 gia tri xéc nhan co s da tién hanh thi tuc ké khai gia thudc theo quy dinh tai
Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018 )

- Gia thudc ké khai, k€ khai lai va thong tin thay do1, bo sung s€ dugc cong bo trén trang thong tin dién tir
cua BO Y té theo quy dinh.

NGUOI NHAN HO SO

v~

Trwong Bich Anh

MA HO SO: 23027/TT57



CONG TY CO PHAN TAP POAN DUQC PHAM CONG HOA XA HQI CHU NGHIA VIET NAM

VA THUONG MAI SOHACO Poc 1ap - Ty do - Hanh phuc
S6: 93-19/KKG-SOHACO Ha Noi, ngay 30 thang 10 nam 2019
V/v bang ké khai gia thuc nudc ngoai nhap khau vao
Viét Nam

BANG KE KHAI GIA THUOC NUOC NGOAI NHAP KHAU VAO VIET NAM
Kinh gtri: Cuc Quan ly Dugc - B0 Y té

STT Tén thuoc, dang bao Hoat chit | ND/ HL Nuée san So giay DPon vi Gid NK thue té (CIF) Gia ban buon Gia ban 1é

ché, quy cich déng goi : xuat DKLH/GPNK | tinh dy kién du kién (Néu cé)
| [Mianifax, Dung dich tiémNimodipine, | - 50 | a0 Quée | VN-22458-19 | Lo 15,5 USD 450.000
truyén, Lo 10mg/50ml

Dbi vai thude chua co thude cling hoat chat, ndng d6, ham lugng, dang bao ché trén thi trudng Viét Nam, dé nghi cung cép thong tin vé gia nhap khau, gia ban budn tai nudc so tai va tai
cac nudc ASEAN trong truong hop co6 ban tai cac nudce nay. Truong hop khong ban tai cadc nudce nay ghi rd thong tin “Thudc khong ban tai cac nudec ASEAN”

Co s& cam két va chiu trach nhiém trude phap luat vé tinh chinh xéc ciia cac thong tin da ké khai.

Ghi chu:

- Ty gia ngoai t&: 23150 df)ng/lUSD ngay 30/10/2019

- Gia nhdp khau tinh theo ngoal té va ghi 10 ty gid 4p dung

- Gia ban budn dy kién va gia ban 1¢ du kién da bao gdom thué gié tri gia tang va tinh theo VND.
- Pon vi tinh: Tinh theo quy cach dong gbi nho nhét.

Pai dién co sé nhip khau

HO TONG GIAM poOC
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CONG TY CO PHAN TAP POANDUQC  CONG HOA XA HQI CHU NGHIA VIET NAM

PHAM VA THUONG MAI SOHACO Dac lip - Tur do - Hanh phic

Ha No1i, ngay 30 thang 10 nam 2019

BANG THUYET MINH VE CO CAU GIA
(D4i véi thude nhap khau)

Tén thudc, S6 gidy dang ky luu hanh/Giay phép nhap khau: Mianifax, VN-22458-19
Hoat chat, néng dd hodc ham lugng: Nimodipine, IOmg/SOml 50ml

Dang bao ché, quy cach dong g01 Dung dich tiém truyén, Lo

Tén co s& san xuat, nudc san xuat: Dae han New Pharm Co., Ltd,Han Qudc

I. BANG TON G HOQP TINH GIA VON, GIA BAN THUOC NHAP KHAU CHO MQT PON VI
PONG GOI NHO NHAT

STT Khoén muc chi phi bon ¥l T'g,‘g‘];;e“ Ghi chi
A [San lugng nhap khau Lo
B |Gi4 von nhap khau
1 |Gid mua tai ctra khau Viét Nam (gid CIF) Lo 358.825
2 |Thué nhép khau Lo
3 |Thué tiéu thu dic biét (néu co) Lo
4 |Cac khoan thué, phi khic (néu cd) Lo 10.765
5 |Cac khoan chi bang tién khac theo quy dinh (néu cé) Lo
C |Chi phi chung
6 |Chi phi tai chinh (néu c6) Lo
7 |Chi phi ban hang Lo 28.706
8 |Chi phi quan ly Lo 16.776
D |Tong chi phi
D |Gi4 thanh toan bo 01 (mot) don vi dong gbi nho nhat Lo 415.071
E |Loinhugn du kién Lo 13.500
G |Thué gia tri gia tang, thué khac (néu c6) theo quy dinh Lo 21.429
H |Gia ban du kién Lo 450.000

IL. GIAI TRINH CHI TIET CAC KHOAN MUC CHI PHI CHO MOT DON VI PONG GOI NHO
NHAT (kém theo cac tai liéu lién quan dé chu’ng minh)

. Gid mua tai ctra khau Viét Nam (gia CIF)

. Thue nhap khau

. Thué tiéu thu dac biét (néu co)

. Cac khoan thué, phi khéc (néu co)

. Céc khoan chi bang tién khéc theo quy dinh (néu c6)
. Chi phi tai chinh (néu c6)

. Chi phi ban hang

. Chi phi quan ly

. Gia thanh toan bo 01 (m6t) don vi san pham

10. Loi nhuén dy kién ) )

11. Thué gia tri gia tang, thu€ khac (n€u co) theo quy dinh
12. Gid ban dy kién

13. Diéu kién giao hang/ ban hang

O 001N NIk W —




III. BANG SO SAN H MUC GIA PE NGHI VGI MUC GIA THUOC TUONG TU O THI TRUONG
TRONG NUOC VA THI TRUONG MOQT SO NUOC TRONG KHU vucC

- Doanh nghiép xac nhén khong c6 thong tin

Pai dién co sé nhap khiu
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C @ dichvucong.dav.gov.wn/congbogiathuoc/index G * © 0

. 844.37366483 ‘ B4 cqldvn@mah.gov.vn pangnhap | [nimn'r]

BOYTE , , ‘ ; e e
CUC QUAN L‘;, DUOC TRANG CHU THU TUC HANH CHINH HE THONG BAO CAD LIEN HE

TRA cU'U GIA THUOC

TATCA ~ | vn-22458-19 m C DAT LAI

sd DANG BAU
GPLH/GPNK CHE

Dung dich .. -
01/11/2019 Mianifax Nimodipine, 10mg/50ml | 50ml VMN-22458-19 . 0 Lo 450,000 | Dae han New Pharm Co., Ltd | Hén Quéc - e ) KK nhap khau
tiém truyén pham va Thwong mai Sohaco

Cong ty Co phan Tap dodn Durgc
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2. Intermediate label :

Nimodiping ——m 8  ———-
[Dang bao ché] Dung dich tiém truyén

[Chi dinh, Liéu lugng va Cach ding,
Chéng chi dinh, Than trong, Tac dyng phuy]
Xin doc 16 hudng dén sU dyung.

[Bao quan]
Bédo quan trong bao bi kin, tranh anh sang
va& am., nhiét dé dusi 30°C

Cac théng tin khac xem trong td hudng ddn
su dyung kém theo.

Visa No.(SBK)
N a Lot No.(S6 18 SX) :
San xudt tai Han Quéc bl Mfg. Date(NSX)

1) ?{%Phann,i(orea Exp. Date(HD)




Rx: Thude nay chi dung theo don thube

MIANIFAX Inj.
Nimodipin 10 mg/50ml
Dé xa tim tay tré em
Poc kj hwong dan siv dung triede khi dimng

Thanh phan

Mdi lo 50 ml ¢6 chua:

Thénh phdn hoat chdt: Nimodipin...... 10 mg

Thénh phén td dwoc: Ethanol, polyethylen glycol 400, natri citrat, acid citric, nudc cit pha

tiém.

Dang bao ché: Dung dich tiém truyén

Mo ta: Dung dich trong sudt dung trong lo

pH: 6,0-7.5

Chi dinh

Pidu tri ton thuong thin kinh do thiéu mdu cuc bd sau xuat huyét dudi mang nhén.

Liéu dung va cich dang o

Li{?‘u ding: / [/ﬁ//

Liél:l dfmg}: Al

Xuat huyet diwedi nhén do phinh mach:

- Liéu khuyén céo: Trong hai gid diu, didu tri 1 mg mmodlpm tic 1a 5 ml dung dich,
(khoang 15 mg/ kg thé trong/gid). Néu liéu nay dung nap tdt va huyét ap khong giam dang
ké, sau 2 gid tang liéu dén 2 mg nimodipin, tire 12 10 ml dung dich/git (khoang 30 meg /
kg thé trong/gi®). Bénh nhén can ning dudi 70 kg hodc huyét ap khong dn dinh nén bit
dau véi liéu 0,5 mg mmodlpm/ gi®y (2,5 ml dung dich), hodc it hon néu can.

- Thoi gian diéu tri: Diéu tri nén dugc bit ddu cang sém cang tdt sau khi xay ra vén dé than
kinh do dong mach co thit khi xuét huyét dudi nhén, diéu tri kéo dai tir 5 dén 14 ngay.

- Trong trudong hop cé sy can thi¢p cia phau thudt khi diéu tri, diéu tri nimodipin nén dugc
tiép tuc (liéu nhu trén) cho it nhédt 5 ngay. Dang dung dich va dang vién chia nimodipin -
khong nén ding ddng thoi. Trong truong hop st dung dang vién va dang dung dich theo
trinh ty thi tdng thoi gian diéu tri khong vuot qua 21 ngay. Thube tiém MIANIFAX INJ.
khong nén dung kéo dai hon 14 ngay.

Xudt huyét die6i nhén sau chan thirong: Khong khuyén céo do chua rd ti 1€ rai ro.

Tré em: An toan va hiéu qua doi véi tré dudi 18 tudi chua duoc thiét lap.
Cach dimng:

- Dich truyén MIANIFAX INJ. dugc st dung bang cach tiém truyén tinh mach nho giot qua
maot catheter trung tdm bang mot bom tiém. Nén cho thube qua mot khoa voi ba chiéu cung
lic voi dung dich glucose 5%, natri chlorid 0,9%, dung dich lactate Ringer, dung dich
lactate Ringer vGi magnesi, dung dich Dextran 40 hay HAES [poly(O-2-hydroxyethyl] tinh
bot 6% vé6i ty 1é khoang 1:4 cia MIANIFAX INJ.. dich truyén pha chung). Mannitol,
albumin ngudi hay mau cling thich hop dé truyén chung.

- Khong dugc cho dich truyén MIANIFAX INJ. vao mét bao hay chai dich truyén va khong
duge tron 13n véi cac thube khac. Nén tiép tuc truyén MIANIFAX INJ. trong kh| gay mé,
phau thudt va chup X quang mach mdu “Z0 0]

iz
\



Cidach diang:
Thuéc dung dudng truyén tinh mach.
Chéng chi dinh

Bénh nhan min cam voi bat ky thanh phdn nao ctia thude.
Nlmod1pm khong nén dung cho bénh nhén bi nhdi mau co tim hoac trong vong mot thang
tr& lai xudt hién con nh6i méu co tim hodc dau thit nguc khong 6n dinh

Cénh bso va thin trong khi dung thuoc

MIANIFAX INJ. khong nén dugc st dung & bénh nhén xuét huyét dudi nhén sau chan
thuong do loi ich va ty 1€ rai ro chua duge xéc dinh.

Dung dich MIANIFAX INJ. nén dugc st dung thén khi phu néo hogc ting ap luc ndi so.
Mic di diéu tri véi MIANIFAX INJ. khong dugc ching minh la cé lién quan dén tang ap
luc nodi so, can gidm sat chat ch& nhiing bénh nhén nay.

Dung dich MIANIFAX INJ. phai dugc sir dung than trong & nhitng bénh nhan huyét ap
thip (huyét ap tim thu thap hon 100 mm Hg).

MIANIFAX INJ. }\hong duoc dung cho bénh nhén suy gan tram trong (nhu xo gan). O
nhirng bénh nhan 16n tudi ¢6 nhiéu bénh, bénh nhan suy than nang (toc do loc ciu than <
20 ml/phtt) va & nhitng ngudi suy tim mach, nhu cau diéu tri voi MIANIFAX INJ. nén

dugc than trong cén nhéc va nén kham kiém tra déu dan. / /g

San phdm nay c6 chira natri nén xem xét khi dung cho cac bénh nhan an kiéng natri.

Bénh nhin c¢é bénh thin hodc dung thudc gdy ddc cho thadn nén theo ddi chdt ch& chic
nang thin trong qua trinh diéu trj tinh mach vai dung dich MIANIFAX INJ.

Nimodipin dugc chuyén hoa qua hé théng cytochrom P450 3A4, nén cac thube tic ché cua
hé thong cytochrom P450 3A4 lam ting ndng do nimodipin trong huyet tuong nhu: khang
sinh nhém macrolid (nhu erythromycin), thude tc ché protease chonﬂ HIV (nhu ritonavir),
céc azol chong nim (nhu ketoconazol), céc thudc chéng trdm cam nefazodon va fluoxetin,
quinupristin, dalfoprlstln cimetidin va a01d valproic .Khi dung ddng thoi voi cac thude
nay, ap luc mau can duoc theo dai va néu can thiét giam liéu nimodipin.

Thube ¢ chira khoang 25% ethanol nén thdn trong & nhiing ngudi nghién ruou hodc
chuyén hoa rugu bj suy yéu, phu nit c6 thai hodc cho con b, tré em va nhom nguy co cao
nhu bénh nhin ¢6 bénh gan hodc bénh dong kinh

Sir dung thudce cho phu nir ¢6 thai va cho con b

Phu nit ¢6 thai

Khong, ¢6 nghién ctu vé doc tinh trén sinh san sau khi dung dich truyén MIANIFAX INJ. nén
khi cén phai st dung dich truyén MIANIFAX INJ. trong thai ky, phai can nhéc than trong
gilia ich loi va nguy co ¢ thé xay ra tly theo mirc do trdm trong ca tinh trang 1dm sang

Phu nit cho con bui

Nimodipin va chit chuyen héa cia né di duge chimg minh 1a ¢d trong stta me voi nong do
twong duong véi ndng do trong huyét tuong ctia me. Cac ba me cho con bl duge khuyén
khdng nén cho con b khi ding thude nay.

Anh huéng cia thude 1én kha niing lai xe, van hanh miy méc

Do ¢6 tac dung khdong mong mudn 1én hé thin kinh gy dau déu, chéng mét nén than trong khi lai
xe va vin hanh may moc.

Twong tac, twong Ky cia thude

Khi sir dung hai lan mdi ngay 30 mg nimodipin va mdi ngay 20 mg cia fluoxetin chéng
tram cam cho bénh nhén gia s& din dén khoang ndéng do nimodipin cao hon 50%; giam
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dang ké ndng do fluoxetin, trong khi chat chuyén hoa c6 hoat tinh cua no norfluoxetin
khong bi anh huong.

- Nimodipin dugc chuyén héa qua hé thonocytochrome P450 3A4, nim ca & niém mac rudt
va trong gan. Khi ding ddng thoi véi cac thuoc e ché sau diy cia hé théng cytochrom
P450 3A4, huyét 4p nén dugc theo doi va néu cin thiét, thay dbi liéu nimodipin can duge
xem xét: khang sinh nhom macrolid (nhu erythromycin), thudc wc ché protease ChOI‘lg HIV
(nhu ritonavir), cac azol chonﬂ ndm (nhu ketoconazol), cac thuéc chéng tram cam
nefazodon.

- O bénh nhan dang diing thuéc diéu tri cao huyét ap, nimodipin ¢6 thé lam tang tac dung ha
ap cua thude nay.

- Chirc nang than cé thé suy yéu néu ding dong thoi céc thubc gay doc trén than (nhu
aminoglycosid, cephalosporin, furosemid) va & nhiing bénh nhan chic ndng than da bi suy
giam. Chirc ning than can duoc theo doi va néu chirc ning than suy giam nén xem x¢ét
ngung diéu tri.

- -Tiém tinh mach ddng thdi vai thude e ché béta co thé dan dén giam huyét ap va suy tn/{{/
mét b,

- Dung dich thudc c6 chira ethanol nén bénh nhan cin duoc theo doi bat ky sy tuong tac voi
cac thude con khdng tuong thich

- Dung ddng thoi cimetidin hodc natri valproat c6 thé ting ndng do mmodlpm huyét tuong.

- Nudce ép budi khong khuyén khich két hop véi nimodipin vi dan dén ndng do nimodipin
huyét tuong tang 1én do sy tic ché chuyén héa oxy ctia dihydropyridin

Twong ky:

- Do hoat chét ciia dich truyén MIANIFAX INJ. bi hép thu boi polyvinyl-chlorid (PVC), chi
c6 thé str dung ng dich truyén polyethylen (PE).

- Hoat chét cua dich truyén MIANIFAX INJ. hoi nhay cam v6i dnh sdng do d6 nén tranh sur
dung thube dudi sang mit trdi truc tiép. Néu khong tranh dugc sy tiép x0c nay, nén s
dung dng bom thiy tinh, va day truyén dich mau den, ndu, vang hay dé hodc bao vé€ bom
truyén va 6ng bang bao glay béng md. Tuy nhién, khéng can bién phap bao vé dac biét nao
trong vong 10 gid néu truyén MIANIFAX INJ. dudi énh sang gian tiép hay anh sdng nhin
tao.

Tac dung khong mong mudn ciia thude

- Bénh nhan mén cam voi bat ky thanh phdn nao cta thudc.

- Nimodipin khong nén dung cho bénh nhén bi nhdi mau co tim hodc trong vong mot thang
tr& lai xudt hién con nhdi mau co tim hodc dau thit nguc khong on dinh.

Téac dung khéng mong mudn (néu cd):

- Téc dung trén dudng ti€u hoa: Budn noén, viém loét da day ta trang, ddi khi bi liét rudt (rbi
loan van dong rudt do liét rudt).

- Tac dyng trén hé thin kinh: Chéng mit, nhirc dau,

- Tac dung trén hé tim mach: Ha huyét ap, gian mach, birng mat, dd md hoi, cam giac 4m
hay nong, tang nhip tim hay hiém hon giam nhip tim (nhlp tim chdm).

- Téac dung trén mau va cic thanh phan ctia mdu: Giam tidu cau xay ra khong phd bién.

- Anh huong 1én céc thong sé: Tang transaminase, phosphatase kiém, va y-glutamyl-
transferase (y-GT), suy than ciing véi gia ting urea huyét thanh va/hodc creatinin va ngoai
tam thu. 7

- Hé théng mién dich: Dj ting, phat ban. fo



- Phan ting tai chd: Hiém gap viém tic tinh mach.

Thong bio ngay cho bdc sy hodc dugc sy nhing phén ieng c6 hai gdp phai

khi sit dung thubce

Qua liéu va cach xi tri
Qud liéu: Triéu chung qua lidu cép tinh: ha huyét ap, nhip tim nhanh hodc chdm, va (sau khi
diing theo dudng uong) viém loét da day ta trang va budn non.
Xur tri: Khi qua lidu cdp, ngung ding MIANIFAX INJ. va ép dung cac bién phap cip clru theo
céc triéu chimg. Néu huyét ap giam manh, cé thé ding dopamin hay adrenalin theo duong
tinh mach.

Pic tinh duge lye hoe [[/
Nhém duge ly: Dan xuét dihydropyridin. / 4%

Mia ATC: CO8CA06
Nimodipin la dan chét dlhydropyrldm cO tac dung tc ché chon loc dong ion calci di qua cac
kénh calci chdm phu thude dién thé & mang té bao co tim, co tron mach méu va té bao than
kinh. So sanh tdc dung gidn mach véi cic thudc chen calci khéc, nimodipin tac dung uu tién
trén hé mach ndo, c6 1& vi nimodipin va mo nhiéu nén dé dang di qua hang rao méu — no va
phén bd rong réi trong md nio.
Nimodipin lam giam tac dong cua thiéu mau cuc bo & ndo va lam giam nguy co co mach nio
sau chay mau dudi mang nhén. Tdc dung tét ctia nimodipin 12 do lam gian cac mach ndo nho
co that, ddn dén cai thién tudn hoan bang hé, du phong co that mach va qua tai calci trong té
bao than kinh bi bénh.
Nimodipin dugc dung chu yéu dé diéu tri cho nguo: bénh ¢6 suy giam than kinh do co thit
mach ndo sau chay mau dudi mang nhén. khong thdy c6 nguy co chay méu méi do diéu tri
nimodipin.
Dic tinh duoc dong hoc
Dung dich MIANIFAX INJ. truyén tinh mach 1a 100% c6 hiéu lyc véi cde md nhu mau tinh
mach ngoai vi lam thudc dén phdi va tim va tir do dén tAt ca cac bo phan co thé.
Thé tich phan bd 1a 0,9-2,3 | / kg trong lugng co thé. Khi dung nimodipin mdi ngay 3 lan_.
trong 7 ngay, khong thiy co d4u hiéu tich lly. Trén 95% nimodipin lién két voi protein huyet"‘.
tuong. Trong pham vi 10 nanogam/ml — 10 microgam/ml, sy lié€n két nay khong phu thude: |
vao ndng dd. Thé tich phan bd 0,94 — 2,3 lit/kg> Nimodipin phén b gidi han vao dich ndo
ty 0,77 nanogam/ml so véi 6,9 nanogam/ml trong huyét tuong, thudc qua nhau thai vai mQt
lvgng nho qua dong vat, thudc phan bd trong sita 16n hon trong huyét tuong me. Nimodipin
duoc phan 16n thai trir dudi dang chuyen hoa, va dudi 1% qua nudc tiéu dudi dang khong
thay déi. C6 nhiéu chit chuyén hoa, tat ca déu khong c6 hoat tinh hodc kém tac dung nhiéu so
v6i thube me. Thude khong bi mét di khi tham phén phic mac va thAm phan mau.
Quy cach dong goi:
Hop 01 lo.
Bdo quéan: Bao quan trong bao bi kin, tranh dnh sang va am, nhiét do dudi 30°C.
Han ding: 36 thang ké tir ngay san XUt
Tiéu chuin chit lugng: BP
Nha san xuét
DAE HAN NEW PHARM. CO., LTD
66, Jeyakgongdan 1-gil, Hyangnam - eup, Hwaseong-si, Gyeong gi-do, Han Quoc

TUQ.CUC TRUONG
P.TRUONG PHONG .
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